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Dosage Regimen: 2.5to 3.75 g/ 100 Ibs fish
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Target animal safety - cool and warm water fish

Human food safety
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Supplementary efficacy
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Target animal safety - cool andige!

Human food safety
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FaleNmBUERAIEr discharge from hatcheries
Toxicity data firem literature
Validation by hatehery study planned
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. Behavieralimeasures

Histepathoelogy:

Submitted Feb. 2003
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Markerresidue depletion
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Antimicrobial resistance
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mEtheaia micronial inhibition assay

Specliicehemical method preferred

Bridged micrebiallassay to HPLC method
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~ Dosage Withdrawal
(mg/kg fish/day)

Coho'Salmon 88

Valleye" 39

Aern pl Tl

nern pl 94
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. VIES@eguested calculation of
Withdiewalftime: for all sizes of salmonids
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CVNMIrespended with'a 21 d withdrawal
time (IMay: 2002)
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Aiivgcienaliresistance related to human food
o SAlelyAmL st'be addressed for new uses

Argumeniicamn be'made that new uses result in

smal

Acce
Total

Percentage increase

oted for OTC marking
use of OTC 1470 tons in 1999

Letter and data submitted to CVM in Oct. 2002
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CEnviier NEnS saiety — In progress, nearly complete

HumaMd safety — All submissions made

Efficacy — supplementary data accepted

Target animal safety — Recently submitted
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Environimentalisafety — Field validation

Human I0eERSAIETLY ~ Should satisfy all FW species label

R
Efficacy — Pivotal trials needed for additional species and
diseases

Target animal safety - Should satisfy all FW species label
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